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DETAILED ACTION 

INFORMATION ON HOW TO EFFECT DRAWING CHANGES 
, Correction of Informalities - 37 CFR 1.85 

r^r^Uoation C^dTrLVs are reunited ma 

Sh sheet and ""^^^^ufa*™**^?** 
Notice of Allowability (PTOL-37), menew to .. Notice of Allowabdny. 

MONTH shortened statutory period set for reply mm ' f 37 CFR U36 for filing 

SoL o f time may NOT be obtained under to P'o™^ The drawin 
S recteti drawings **»^f£2XL. addressed to the Official 
should be filed as a separate paper witn tran 
Draftsperson. 

2 correetionsotber.— ies Noted b, person on form PTO-^ 

proposed changes. 
Timing of Corrections 

^t,r t — cTcS^SsetCor 
.^oseddrawmgcorrectionorcorreoteddrawingsarerecunedmrep.to.he 
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avoid abandonment 
abeyance. 



of the application. The objection to the drawings will not be held in 



Specification 

The abstract of the disclosure., objected to because the brief description office 4 
should read "the amino acid MM. .hereof. AppUcam is urged to review the entire disc.osure 

Claim Objections 

Claim 20 is objected to because of the fodowing informalities: the claim contains several 
.vpographica, errors (re. missing articles in line 2, the phrase "in operable association" appears 
„ be parenthetical and should therefore be se. offwith parentheses). Appropriate correction ts 
required. 



Claim Rejections - 35 USC § 112. 
The following is a quotation of the first paragraph of 35 U.S.C 1 12: 

^especincauonsh.1^ 
^^^^ 

SSlaLd by the inventor of carrying out his inventron 



Claims 4 



>7 , U , 16, 19, 21 and 28 are rejected under 35 U.S.C. 112, first paragraph, as 



contaming subject matter which was hot described in the specification in such a way as to 



Page 4 



AppUCioo/ConttcdNumbe,: 10/053,641 
Art Unit: 1636 

• „„ filed had possession of the claimed invention, 
applicatron was filed, naop ,„ aates tot "applicant must convey 

• , thos e S kmedin.hear,^asof.hefili»gda.esongh,heor S hew 
with re asonab.e Canty to those «ed ^ 

.possession,,^— *— ^..^ow^f 
, ^.•(Seepagelin.jThespecif.cat.oodoesnot clearly 

— C ^.^^mven.ed^iac.amted.MSee^a, 

ordinary skill in the art to recogn 1Z e that the or sh] 

PageU16) d w „,oa g en,so f promo,ersco„sis.in g o f p— iso.ared from ,he 

The claims are drawn to a genus p „ „ r lactoglobuUn 

s A « Henninghausen et ai. v 1 77 1 ' 
. differences in regulation of sard genes (e.g. see 

• uvR^ree-Dindicateastruaumldifferenceswrthmthegen 

16.65-74, especraUy F.gure or) descnbe 
■ , „ -when there is substantial variatron wrthm the genus, 

^fficientvaHetyofspecrestoreflec,, 

ad^ wHuen description of a genus winch embraces w 

, • „„lvooe S pecieswithinthegenn S "(Column2,page71«) 

— * " re TZ Lbyla.^iontop^— todra.nga.orb, 

'^rrl ^ ^1— 3Ch,.P-aphOO,of,he 
disclosure of relevant .dentitying 

s ^>omo K ,- fi nedaa. I „ A ^ce« B .oca t edal t he 
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'^0^0.^. tO/053,64! 

ArtUOit:1636 „ des a site for into.io.of.he transcription of *e 

pr^.^Ur.O^po^eranapro^a^ dwprBsiooof 

^^-•^^■* ,,,,,, " , ^ ll>Blli ..*. te --.-*' 

• tnmRNA" because disclosure of no more 
^cription of *e gene rnto n*N . ^ ^ 

case, is simply a wish to know tire identity of any absence of knowledge as to what 

•„„f is not a description of tisti matenal. Thus, c|a 
t „alcons,s t sof,sno, ^ ^ ^ 

^earesuuwi.hou.deflnnrswha.nreanaw ^ (SkRotv 
^^^^^ 

US PQ2d I 398 (CA FC ' '" 7)) - „,, , artlsan w0U ld no. have viewed .he 

considerations, a stalled artisan wou 

aescriptionforthehroaddassof^and^/ofthecla 
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described a-,actoalbumin promoter of pE^LA 

• ~f ^ TISC §112, first paragraph. 

Applicant rsremrnded that Kos eDag e 1115) Therefore, although 

<„,C Sl^isseverab.efromi.seoab.ementprovsrorXseepage.nS). 

" U S C §U . r 35 „ s C ,02 and ,03 be,ow is enabUng, Its — 

— ^^^deaoribedd,^ 
doesnotitdicatethatAppUcaotwasinpoasessronofdreenrb 

publications. 

■ 6 7 9 „ 14 ,6-19, 27-29, 30 and 31 are rejected under 35 U.S.C. 
Claims 6, 7, 9, 11, it, „h distinctly claim the sub «* 

| ^.^---.•--?••»-- , * ,,- " ,?<< ^ , 
ma „er which apphcan. regards as the invention. 

. , 7 ,„ 14 16 18, 19 and 27-29 are drawn to expression 

— - — — ' ^^cludedrecodings^uenceaswellastheregion 
5' to the coding sequence. The claims are 

unnni which is defined as the uiNrt 

the specification. 
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It----— 

transgenic non-human m«u reiec tion can be 

utoMMa ^c^co^o fa(i o f U,e^ S p-.T,s re) e C , 

^ona.phraseO.e.co.pnsing.cons.sungoO.o^ca.ew 

h, traversed by amending the clattns to read, A 
noened or closed. This re ectton can be traversed oy 

— f 

consisting of.."- 

Claim Rejections -35 USC §102 

u, rtf is TlSC 102 that form the 
The foUowmg is a quotation of the appropriate paragraphs „f,35 

hasisfordte.jeconsunderthissecdonn.adeinthisomceaction: 

A person shall be entitled to a patent unless - ^ ^ ^ 

*^ 1 t 7::;T 2 T 1 Lnare re) ec t ednndet3 5 U,C10 2( b ) asbe,ng 

Claims 1,2, 5, 8, 9, U, iJ, 1 *T 

♦ *i MQ99- U S Patent No. 5,965,788). 
a nticiDatedbyHoudebineetal.(1999,u.a. 

, tnanexoressionvectorwithapromoterspectfically 
Claims 1 2 and 5 are drawn to an expression 

' , „■ dinPleasenotethatthepromoterofclaimlisinterpreted 

expressing nucleic acid encoding hirudin. Please 

cytomegalovirus gene, C!aim2 umits the promoter of datrn 
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various mammaU „ gUmd cell or tissue 

in ,he mammary gla»i« rtor oft he instant 

Ho^ners.Kesameast.e.pressronvee. „ ^ to .press a nuctere 

^.m^s^Hou^^ 

express sard he—sprotem. The 

— attalBg en,enon-Kuma„^ 1Wto5ege " 0roe 

I— — •■7' 

pr „mo,er t ooneo f8 evera 1 mammar, 8l and S pec 
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M U * , ,„ one of several species, including a 

eonsttucrcomprrsmgahererologo p , M colon* 7, example 3). The 

mauuna^^^c^acid^P^^ — ^ 

^genicmouseraug.uoyHouoeuineisu.esameas.nerra.g 

^pphcation — — - — 

The expression vector, ma tinn therefore the limitations of 

by „o U ^eare te sameas, h ose,W 8tt .nmeins,an,app,ca,,o n ,r h ere 

the claims are met by Houdebine. 

Cim Rejections -3S VSC §W 

miISC 103(a) which forms the basis for all 
ThefbUowu.gisarmotat.onof35U.se. 103U 

ohviousuessreiectionssetforthinthisOfftceacnon: 

-sssssss— 

, a , ,1 13-16 18audl9arerejectedunder35U.SC. 1 
Oaims 1-4, 6-1 1, 13 1 , abQve ^ . n &nher view 

— — ---^i 

— — — " 

the a-lactoalbumin promoter of claim 6 to a p 
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. ri.; m lMimitsthepromoterofclaiml3toana- 
of mammalian species, including bovine. Claim 18 limits t 

. „„ claim 19 further limits the a-lactoalbuoun promotet of claim 18 
lactoalbumiti promoter, and claim ID turtne 

pr „mo,er isolated from one of various mammalian species, including bovme. 

„ oud eb.ne,eacbesa„of,be — of tbe Cms except for a mammon a- 

• „ f _ heterologous protein in the mammary 
.aCoaibuminpromoter.B.ecUeacbes.heexpress.onofabeterolog 

mlnpromo^ugbtb^lec.toprovideav^^.and.lland 
Dy suubuwut & teaches 

. .a-i— — — —■ ".T 

o«i, n The skilled artisan would have a 

i,— * »™" 



^.ication/conoo^umber: .0/053.64, 

lactoalbomin promoter is active 
enabled by Houdebine 

, «USC103(a)asbetagonpatentableover 

^a^o^ots^dS-narerectedabove. 

atB casemgeoepromoteraccording«oc.a,msl4of 
vett o, coning a goatee f . „ Vectors .. pages 5-7), for expression .n 

oUv "Construction of Expression vc 
application (see especially ^ especially 

. • juni cells according to claim* ■> 
^semantntaryglanddenveaHCU paragraph -, and beginning on page », 

i -^e n 17 of the instant application^ r 

^on.T^cMoo,; .^^U-* — • 

*. Motions of tbe datnts except the exp ^ ^ ^ ^ ft 

himdto fron mamm a.ian 

^^^tbvUersobfbr^Porposeofprodo 
roamm ar,g 1 andti S sue ( seeespec,*beg ffl n,ngonpage 2 , 



t 



Page 12 



W U0i,; ,6M . _ Uersc h who teaches that the limited 

^«-* klMOi * al80C ° mM ° ^^^^ 
^o f ^----°;;^ d ^_ Mbl ee^,io n o f 

w0 91/08216) hegi»»»e°'" >age3 ' PararP . 

fc , fot oducmghin 1<1 in.c 0m prising*P" f ^ 1,Urtng 
Claim «isd,awntoame,hodofptod»c. ^ tecovering the hirudin 

^— ty— — 1 -— , * , .^u.Voodoesnotteaohhetero.osous 

^.d^Vo^hoteachesth, .^—r. 
^oens-arefewUtnu^so^Utetarg 

„ 15U SC 1 0 3 (a)asbe,n g u„patentableovetIoh M o n 
Calms .^areteieetedunderasaSC. 10 () 

^-^^^^"l^^.aaims^a.dmwn^ 

»— - " , M ,h U manmamma 1 o f c 1 ,m,3.C,aim,.imi, 

— — *"-7Il, » 

^^otetofclatmao^ooeofsevetalmamma^S 
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M UnU: 1636 ™uer isolated from various 

m ammahattspecies;c.auu24hmr«sth fdaims2 o an d21u>am»mmar,glan<i 
4 , „,,Mand261imittheceUofclarms2uarro 

mam »ahan species; and e.arm 70 to an a-lactoalbunrm promoter; claim 28 further 

^.Caim^UmitsmepromoterofCarm^^a 

„ moter of daim 27 to a promoter .solated ftom 

«— — P '° — 

— fc — — rBxample^—edmamma^andcen 
staining a rruclerc acd that express a 

— — -'7: rZproremoperah^hedtoapromoterCsee 
^aDNAmo.eculeeocodms.h-o.os P 

,, , ine . 35.38 and continued on page 24, lme 1). 
especially page 23, hues ^ 
]ota sonalso,eaches.hata W he y acidpro«mpromo,er, 

■ ■ -cells and animals described above. On page 19, 1 
h ete t o,ogousprotemm,hece«s — — 

tea ches that the .hey acid protem and casern 
animals, and by extension the isolat 
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Art Unit- 1636 12 . l5) . Johnson teaches 

„ „f the of *e claims except ^ ^ ^ aod ye as, « 

. »t,» drilled artisan to moony 
^dhavebeenob^oustothesk ofDIodu e i „ghUud i nftom,nammel.an 

u have a reasonable expectation ot transgenic 
One would nave a i e , or essed in mammary gian 

• ..ofproteinsthatlravebeenstrccessfbllvexp 

wid evar,e,yofpto. on page parag 

^(cgseeHeyneReretaKlW., 

pag e4, f ,na,paragrapbanaci»tions, h ere i n,. . 

ConciMsiow 



Any inquiry 



munications from the 
number is 703-305-4448. 



IT- Page 15 

Art Unit: 1636 TO3 . 7 46-9105 for regular 

d 703 746-9105 for After Final — — 
conations and 703-74 or proceedrag 

^^ofaseneralnaroreorrelauna^es ^ 
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